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Salvage Therapy Including Foscarnet and Ibalizumab for 
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Antiretroviral drugs in PWH enrolled in PRESTIGIO 

2021

(n=205)

2022

(n=206)

2023

(n=205)

Drugs DTG 159 (77,6%) 154 (74,8%) 153 (74,6%)

DRV/r 87 (42,4%) 74 (35,9%) 74 (36,1%)

DRV/c 55 (26,8%) 61 (29,6%) 58 (28,3%)

XTC 102 (49,8%) 108 (52,4%) 110 (53,7%)

TAF 74 (36,1%) 79 (38,3%) 83 (40,5%)

TDF 15 (7,3%) 15 (7,3%) 12 (5,9%)

DOR 27 (13,2%) 32 (15,5%) 36 (17,6%)

ETV 29 (14,1%) 24 (11,7%) 20 (9,8%)

RPV 12 (5,9%) 11 (5,3%) 10 (4,9%)

MVC 40 (19,5%) 43 (20,9%) 41 (20,0%)

FTR 11 (5,4%) 24 (11,7%) 34 (16,6%)

LEN 8 (3,9%) 8 (3,9%) 9 (5,3%)

IBA 5 (2,4%) 8 (3,9%) 5 (2,5%)

ISL 3 (1,5%) 3 (1,5%) 3 (1,5%)

ENF 2 (1,0%) 4 (1,9%) 2 (1,0%)

Data updated to March 1st, 2024
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CLINICAL EVENTS IN PWH ENROLLED in PRESTIGIO

non HIV-related

until 2022 until 2023

Non HIV-related infectious events 90 100

Neuropsychiatric diseases 47 51

Musculoskeletal diseases 29 30

CKD 32 32

Cardiovascular disorders 36 41

Non-AIDS-defining malignancies 27 30

anal carcinoma 7 8

Hodgkin's lymphoma 4 4

epatocellular carcinoma 2 2

bladder cancer 2 2

lung cancer 1 1

other malignancies 11 13

Urinary tract diseases 15 17

Liver events 14 16

Diabetes 12 13

COPD 6 6

308 336

HIV-related

until 2022 until 2023

C events 26 27

AIDS-defining malignancies 7 8

B events 36 39

69 74

Data updated to March 1st, 2024
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Per FDA Snapshot algorithm, 10/12 participants had HIV-1 RNA <50 copies/mL at ≥1 of the three predefined

visits (Week 26, Week 52, or Week 104), and 8/12 participants were suppressed at all three visits
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Merck and Gilead partnered to co-develop* LAO (QW) and LAI combinations 
of investigational ISL and LEN for HIV treatment1

ISL and LEN Collaboration

Merck and Gilead Collaboration

*Collaboration will include co-development and co-commercialization globally

DDI, drug-drug interaction; ISL, islatravir; LAO, long-acting oral; QW, weekly 

1. Gilead Sciences and Merck. Press Release 15 Mar 2021; 2. Zhang H, et al. CROI 2022. Poster 433; 3. Diamond T, et al. CROI 2023, Poster 585

ISL is a NRTTI with multiple 
mechanisms of action

LEN is a first-in-class capsid 
inhibitor that inhibits HIV 
replication at multiple points 
in the viral lifecycle

Both compounds exhibit 
long half-lives that allow 
for lower dosing frequency 
(i.e. QW and LAI)

No DDI 
between ISL 
and LEN2

ISL and LEN have 
potent antiretroviral 
activity at low doses

ISL and LEN have an additive 
inhibition of HIV-1 replication; 
no antagonism or 
cross-resistance observed 
between ISL and LEN3

HIV treatment regimens with high efficacy, favorable tolerability and DDI profile, extended dosing 
and various modes of administration are required to address current unmet needs, 

daily dosing/injection fatigue, help avoid HIV-related stigma and simplify accessibility

La presente slide non può essere modificata
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ISL + LEN LAO in VS PLWH

Phase 2: Investigational ISL + LEN LAO QW (GS-US-563-6041)

Phase 2, randomized, open-label, active-controlled, multicenter study to evaluate 
safety, efficacy and PK of ISL + LEN in VS PLWH (N=100)‡

N = 50

N = 50

1:1

Week 0 Week 24

Extension Phase

Visits every 12 weeks

Week 48

Secondary 
endpoint

*ISL dosing: Day 1: 2 mg [2 × 1 mg capsule]; Day 8 and QW thereafter: 2 mg [2 x 1 mg capsule]
†LEN dosing: Day 1: 600 mg [2 × 300 mg tablets]; Day 2: 600 mg [2 × 300 mg tablets]; Day 8 and every week thereafter: 300 mg [1 x 300 mg tablet]

ISL* + LEN† QW

B/F/TAF QD

ISL* + LEN† QW

ISL, islatravir; LAO, long-acting oral; PK, pharmacokinetics; PROs, patient reported outcomes; QW, weekly; VS, virologically suppressed
‡Study design, inclusion criteria, and endpoints depicted for Cohort 2
§PROs are exploratory endpoints

ClinicalTrials.gov identifier: NCT05052996. Updated Dec 21, 2022. Accessed January 6, 2023. https://clinicaltrials.gov/ct2/show/NCT05052996. Data on file.

Primary
endpoint

VS PLWH

≥18 years old

On B/F/TAF for ≥ 24 weeks

HIV-1 RNA < 50 c/mL 

for ≥ 24 weeks

CD4+ T-Cells ≥ 350 cells/mm3

Primary endpoint

% with HIV-1 RNA ≥ 50 c/mL at 

Week 24

Secondary endpoints

• % with HIV-1 RNA ≥ 50 c/mL 

and < 50 c/mL at Weeks 12, 

24 and 48

• Change in CD4+ cell count at 

Weeks 12, 24, and 48

• Safety, tolerability, PK and 

PROs§

La presente slide non può essere modificata

https://clinicaltrials.gov/ct2/show/NCT05052996
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Phase II Trial of Oral Weekly ISL + LEN: 
Baseline Demographics

Colson. CROI 2024. Abstr 208.

Characteristic, n (%)
Total 

(N = 104)
ISL + LEN 
(n = 52)

BIC/FTC/TAF 
(n = 52)

Median age, yr (range) 40 (26-76) 40 (28-67) 40 (26-76)

Female at birth 19 (18.3) 10 (19.2) 9 (17.3)

Gender identity
 Transgender
 Nonbinary/third gender

1 (1.0)
1 (1.0)

1 (1.9)
0

0 
1 (1.9)

Race
 White
 Black
 Asian
 American Indian or Alaska Native
 Native Hawaiian or Pacific Islander
 Other 

52 (50.0)
37 (35.6)

3 (2.9)
3 (2.9)
1 (1.0)
8 (7.7)

25 (48.1)
21 (40.4)

2 (3.8)
1 (1.9)

0
3 (5.8)

27 (51.9)
16 (30.8)

1 (1.9)
2 (3.8)
1 (1.9)
5 (9.6)

Ethnicity, Hispanic or Latino/a 30 (28.8) 13 (25.0) 17 (32.7)

Mean (SD) CD4, cells/mm3, mean (SD)
 ≥500 cells/mm3

786 (249.5)
96 (92.3)

755 (223.6)
46 (88.5)

818 (271.3)
50 (96.2)

Mean (SD) ALC x 103/µL, mean (SD) 1.94 (0.556) 1.94 (0.445) 1.95 (0.652)

http://www.clinicaloptions.com/
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Phase II Trial of Oral Weekly ISL + LEN: 
Efficacy at Wk 24

 High rates of virologic suppression 
maintained in both treatment arms

 Individual receiving ISL + LEN with 
HIV-1 RNA ≥50 c/mL at Wk 24 
resuppressed at Wk 30 without 
treatment change 

‒ Adequate drug levels per PK

‒ Emergent resistance not detected

Colson. CROI 2024. Abstr 208.

Visit HIV-1 RNA, c/mL

Screening <50

Day 1 251

Wk 24 64

Wk 30 <50

Viral Suppression at Wk 24

ISL + LEN 

BIC/FTC/TAF

HIV-1 RNA 
≥50 c/mL
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Randomization Phase

BIC/LEN in Virologically Suppressed PLWH on Stable Complex ART Regimens

Phase 2/3: Investigational BIC/LEN QD STR in VS PLWH

Extension Phase

Week 0

Any stable 

complex regimen

N = 125

Week 24 

BIC 75 mg

+ LEN 25 mg QD  

BIC 75 mg +

+ LEN 50 mg QD  

BIC/LEN FDC QD

50-75 mg/25 mg

or 50-75 mg/50 mg

SBR

BIC/LEN FDC QD

50-75 mg/25 mg

or 50-75 mg/50 mg

Week 48Week 0

Any stable 

complex regimen

N = 546

BIC/LEN FDC QD

50-75 mg/25 mg

or 50-75 mg/50 mg

SBR

Outcomes (by FDA Snapshot): Proportion of participants With HIV-1 RNA ≥ 50 copies/mL 

at Week 24 (Phase 2) and Week 48 (Phase 3) 
August 2022 

– ongoing

Operationally seamless, randomized, 
open-label, multicentered study

N = 671

Study Sites: United States, Australia, Canada, Dominican Republic, France, Germany, South Korea, South Africa, Argentina, Japan, Italy, Spain, Taiwan, Thailand, United Kingdom & Puerto Rico

(Primary endpoint)

N = 50

N = 25

N = 364

N = 182

N = 50

ERT visit 

ERT visit 

Phase 2

Phase 3

(Primary endpoint)

R

2:1

R

2:2:1

Adults VS for 6 months 

VL ≤ 50 copies/ml

On a complex ART regimen 

No history of exposure to LEN or 

resistance to INSTIs

No history of HBV infection

eGFR ≥15 mL/min, not on HD/PD

ART, antiretroviral therapy; ERT, end of randomized treatment; FDC, fixed dose combination; HD, hemodialysis; PD, peritoneal dialysis; SBR, stable baseline regimen; 

STR, single tablet regimen; VL, viral load; VS, virologically suppressed 

1. Clinicaltrials.gov NCT05502341 https://clinicaltrials.gov/ct2/show/NCT05502341?term=BIC%2FLEN&draw=2&rank=1 Accessed August 2022. 2. Gilead Sciences. Data on File

La presente slide non può essere modificata

https://clinicaltrials.gov/ct2/show/NCT05502341?term=BIC%2FLEN&draw=2&rank=1
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Teropavimab and zinlirvimab with lenacapavir once every 6 
months for HIV treatment : trial profile

Eron JJ Lancet HIV 2024



Figure 4. Teropavimab (TAB) and zinlirvimab (ZAB) susceptibility at screening in the 

LEN+TAB+ZAB Phase 1 Studies

18 out of 20 participants susceptible

to both bNAbs mantained

26 weeks  virological suppression*  

8 out of 10  participants susceptible

to either TAB or ZAB mantained

26 weeks  virological suppression** 

* Eron JJ, Lancet HIV 2024 ** Eron JJ, CROI 2024





Ultra-rapid selection of the N74D capsid inhibitor resistance mutation
after 3 weeks on lenacapavir

M. Wirden, JAC 

2024
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GS, M 64
• HIV since 1990 (stage C3 CDC-classification; CD4+ nadir: 79 cell/mm3 in 1990), on ART since 1991, on cART since 1996

• HCV coinfection (1999) → Liver cirrhosis (2008) → HCC (2021)
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Courtesy of L. Comi

Male, 69 yo

DTG BID + DRV/r 600/100 BID + FTR

204 cp/ml (11/2022)
27 cp/ml (01/2023)
107 cp/ml (04/2023)
137 cp/ml (09/2023) 



Manage new 

options to 

maintain long–

term

undetectability

avoid further

resistance and

improve quality

of life 



website    

https://registroprestigio.org


